AjC:j t cA«om*/< E*«k*.N=.i 2907.1000-000 
AUBUK2? r 20C2 ; ■ , ..' 

_ licpnr . • * McMiohwi; Adrian V.S. Kill, s ^ ^ ]b ^ - rH 

Applicants . sS^. Mag*4«i Fkbanski, Tenia* Hmte. Geoffrey L- Snsxtfc 

>i fSO/^5)f 04 Grout?: 1648 

Application . W(«^-v*r . 

-pacettibst 9, 19» ^ in - : S.Foley 

^ ."' M^ois'irid JBLaagent* for Vaccsnanan Wliicb Generate B CDS T Coil 

.• Imrotm^' Response 

Assistant Comiaiesiottsrfor 'Pswnts . • 

P'.O. Box 1327. , : 
AriingKKi, VA" 22202- . • ' 



I, MSohMl M«dkiS-'4--oW3?«ic W. Victoria PtfU, -M.nch.ster, Ml4 5RQ England., 
dsciars and sare trsett 



T am a S^iaT^^sc^^Koalfc- and Safety our section is responsible for the . 
rcguUrioiof^o^^^on ^in the UK. My first dog**™* in Stoehcrmstr* 
fror* Qu^Eli^^Un^ity ofL-don in 1976. Following a D Phi) degr* 
in Molecular V^fo^fe*: MsryVKospital. University of London in 1981 and For, 
Doctoral '^"^KK^I sorted for 17 years in th* Patent Institute Master 
cm aspects'afva^ viruses. My current major interest is m ■ 

vaccination. Ttfy'C-V.-t&aBabhai- 



EXHIBIT 



My Btudy/of U.sVApP 8 '* | i' 0 P N °' 09/454 ' 204 deludes the claims, which I understand are 
directed to6TOe&od'tOTsawratbg a CDS- T cell immune response in a mammal against 
& ia.rg.ee anrigsn by administering to the mammal a priming composition 2nd & boosting 
composition:' The;pnmirtg 'Composition is one or more CD8+ T cell epitopes of the target 
antigen. T^bpp^-^S***™ « one or mere CDS.4- T cell epitope of the target 
anngsn^ludihg.iit lW'W CDS+ T cell epitope which is the same as a CD8+ T call 
epitope of the pwm^g;cofflpbBition.. wherein the source of CD 8+ T cell epitopes in the 
boosting ooowWribn^i^-wpiwatitJg or replication-impairsa recombinant poxvirus 
vector. TlieW«CT''ci;hrv^TO;ol90 includes the proviso that if the source of epitopes in 
the priming cowpoBicidtt fc-a .viral vector, the viral vector in the boosting composition is • 
derived. ^ts^^difr^.^S- .* Have also studied the Office Action dated July 2, 2CK32 
arid fceLt •** ktfroz:tf^.Acad. Set., USA, P0f//;:5214-5218 (June i??3) reference. 

Li immWzed-mk~e''tr.ritlri a recombinant influenza virus expressing en epitope from 
the si-oumspordco'tt'e'pT^i^of p. >*>e/u, followed by a replication, competent. 
j^ombinznt 'yaocmia virus. ; exprcSGmg the entire circumsporo2oite protein. 

Prior to fec 'tsaoiangiiUit ' a^QR-replicaring or replication impaired virus is effective ia 
boosting acbB^ : T :ccil' ; res6onse against art antigen in U.S. Application No. 09/454,204, 
it was gerierany :acc^ts4'&at replication competent viral vectors were required to 
pr0 vide rftwkvaaj^ib^^ang immunity. This belief wits based on the expeecatspn 
that a rcpiieenoncob^'etktA-trus would ptoduee more antigen- in the boat compered to a 
nofi-rqpHoiting:- ar^lice^ofe impaired virus.. 

According^.-Pncr^^ie^n^ in U.S. AppKcarioB No. 09/454.204. it was clearly not 
expected i^'m*^*^ or replication impaired virus would be as effective as a 
«pHcating:Wms inb^rant,a. : CD8+ T cell response against an antigen in a host. 

I declare that all i^tettie^n^Wads heroin of my own knowledge am true 2nd that all 
statements mad'ninlWo^aati.on and belief are believed to be true. Moreover, these 



statements wer^me&e wtft.the .knowledge. chat willful, false statements and the like made 
by me are punishable by -mis or imprisonment, or both, under section i 00 1 of Title IS of 
ins United Siatss bode and that such willful, false statements rae,y jeopardize- the validity 
of the application 'or spy pi-tent iseued thereon. 



KiA fee t v\ e^bt^: 

Dr. Michael Msckm 



